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DETAILED ACTION 

This office action is in response to claims filed 9/22/09. The examiner spoke with 
Barbara Daniels on 3/24/10 regarding the rejection of claims 31 and 26. This office 
action clarifies/reconsiders the previous rejection as stated below. 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the distal terminus of 
the second dilator being distal of the distal terminus of the first dilator (as described in 
claims 15 and 24) must be shown or the feature(s) canceled from the claim(s). No new 
matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
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Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Objections 

Claim 24 claims "when the first dilator is received with the passageway of the 
second dilator." The examiner believes "with" should be changed to "within." 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,2,5,8,1 1 ,16,19-23,31-33,37 and 38 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Polleau (U.S. Patent No. 2,476,216). 

Claims 1 ,1 1 ,22,23,31 : Polleau teaches a dilation system for dilating bodily tissue 
(capable of being used as described), the dilation system comprising: an 
elongate first dilator (2") comprising a tubular body having an exterior surface 
extending between a proximal end and an opposing distal insertion end, the body 
also having an interior surface bounding a passageway extending between the 
proximal end and the distal insertion end (Fig. 5, 2" has inner surface); a first 
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mating member/inward tang (3", Fig. 4) formed on the exterior surface of the first 
dilator at the distal insertion end and an elongate second dilator (2') comprising a 
tubular body having an exterior surface extending between a proximal end and 
an opposing distal insertion end , the body also having an interior surface 
bounding a passageway extending between the proximal end and the distal 
insertion end, the passageway of the second dilator being configured to receive 
the tubular body of the first dilator (Fig. 5), the second dilator mechanically 
engaging with the first mating member such that the second dilator is forced to 
travel along a fixed path (Fig. 5) that prevents free rotation of the second dilator 
relative to the first dilator while at least a portion of the second dilator is being 
advanced over the first dilator. 

Claims 2, 5,19,20,21 : Polleau teaches a second mating member comprises a 
mating member/tang (2') formed on the interior surface of the second dilator, the 
second mating member being configured to engage (3') with the first mating 
member (3") when the first dilator is received within the linear passageway of the 
second dilator (Fig. 5). 

Claims 8,16, 25: Polleau teaches a third mating member formed on the exterior 
surface of the second dilator. 

Claim 37: Polleau teaches a portion of the second mating member (3', a portion 
in the longitudinal middle) is spaced apart from the distal insertion end of the 
tubular body (Fig. 2). 
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Claim 38: Polleau teaches the first mating member is formed at the distal end of 
the tubular body (3" extends to the distal end of the body). 



Claims 42 and 44 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Simonson (U.S. Patent No. 7,008,431). 

Simonson teaches a method for dilating bodily tissue, the method comprising: 
dilating bodily tissue with a distal insertion end of a first dilator (inner 12, Fig. 3); 
positioning a proximal end of the first dilator within a passageway of a tubular 
second dilator (second 12, Fig. 3); mechanically engaging (direct contact, snug 
fit) the second dilator with a first mating member (outer surface of tube 12) at the 
distal insertion end of the first dilator so as to prevent free rotation (shape of 
device prevents free rotation) of the second dilator around the first dilator through 
at least a portion of the advancement; and dilating bodily tissue with a distal 
insertion end of the second dilator (Fig. 3). Simonson teaches a third dilator over 
the second dilator (Fig. 3) and the first dilator. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 26-30 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Roehm, III et al. (U.S. Pub. No. 2004/0059339). 

Claim 26: Roehm teaches a dilation system for dilating bodily tissue, the dilation 
system comprising: an elongate first dilator (26, Fig. 22B) comprising a first 
tubular body having an exterior surface extending between a proximal end and 
an opposing distal insertion end, a first tissue engaging member (24B) formed on 
and outwardly projecting from the exterior surface of the first tubular body at or 
toward the distal insertion end; and an elongate second dilator (27) comprising a 
second tubular body having an interior surface and an exterior surface each 
extending between a proximal end and an opposing distal insertion end, the 
interior surface bounding a passageway configured to receive the first tubular 
body (Fig. 2C), a second tissue engaging member (distal end of 27) being 
formed on the exterior surface of the second tubular body at or toward the distal 
insertion end. 

Claim 27: Roehm teaches the second tissue engaging member comprises at 
least one thread (distal end of 27), thread portion, or tang (distal end of 27) 
outwardly projecting from the exterior surface of the second tubular body 
Claim 28: Roehm teaches an elongate third dilator (31) comprising a third tubular 
body having an interior surface and an exterior surface each extending between 
a proximal end and an opposing distal insertion end, the interior surface 
bounding a passageway configured to receive the second tubular body, a third 
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tissue engaging member (distal end of 31, Fig. 2E) being formed on the exterior 
surface of the third tubular body at or toward the distal insertion end 
Claim 29: Roehm teaches the first dilator (26) has a length and the second dilator 
(27) has a length that is shorter than the length of the first dilator (Fig. 2C) 
Claim 30: Roehm teaches the distal insertion end of the first dilator and the 
second dilator terminate at a distal terminus (distal end Fig. 2C) and the proximal 
end of the first dilator and the second dilator terminate at a proximal terminus 
(27A), the first dilator having an marking on the exterior surface thereof such that 
when the proximal end of the second dilator is aligned with the marking, the distal 
terminus of the second dilator is aligned with the distal terminus of the first dilator 
(see 24Aand 27A, Fig. 2C). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 3,4,12 and 36 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Polleau (U.S. Patent No. 2,476,216) as applied to claims 1, 11,31 above and 
further in view of Bondioli (U.S. Patent No. 5,718,266). 

Polleau teaches the claimed invention including mating members/tangs (3" and 
3') but does not teach the first mating member having an outward projecting member. 
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However Bondioli teaches a projection extending outwardly from the center of the tube. 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made, in view of Bondioli, to modify the first mating member of Polleau, 
so that it has an outward projecting member, as this aides in preventing free rotation. 

Claims 7,9,14,17, and 18 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Polleau (U.S. Patent No. 2,476,216) as applied to claims 1,11 and 26 above and 
further in view of Simonson (U.S. Patent No. 7,008,431). 

Polleau teaches the claimed invention but does not specify tapered ends or the 
length of the tubes, however Simonson teaches tapered ends (Fig. 2) and each 
additional outer tube decreasing in length (Fig. 2) and a guidewire (16). It would have 
been obvious to one of ordinary skill in the art to combine the guidewire, the tapered 
ends and tubular lengths of Simonson with the telescopic tubes of Polleau as this would 
aid in an easier transition into the body. 

Polleau teaches the claimed invention but is silent regarding a marking on the 
exterior surface of the dilator to see when the dilators are aligned, however Simonson 
teaches a marking (24) to indicate when the tube is in place. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to have a 
marking in the device of Polleau in order to indicate correct placement in the body. 
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Claims 13 and 45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Polleau (U.S. Patent No. 2,476,21 6) as applied to claims 1 1 and 1 9 above and 
further in view of Fisher (U.S. Patent No. 5,006,1 13). 

Polleau teaches the claimed invention including the orientation and placement of 
the first and second mating members as described above, but does not teach threads 
as mating members, however Fisher teaches mating members that are threads (31 and 
1 5, Fig. 2). It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use threads to connect two tubular structures as this keeps the 
two structures together. 

Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over Polleau 
(U.S. Patent No. 2,476,216) as applied to claim 31 above. 

Polleau teaches the claimed invention but is silent regarding radiolucent material 
being used, however it would have been obvious to one of ordinary skill in the art to 
incorporate radiolucent material into the tubes as this would aid in viewing placement of 
the device using imaging tools. Moreover, it has been held to be within the general skill 
of worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. 



Allowable Subject Matter 



Application/Control Number: 10/648,068 Page 10 

Art Unit: 3773 

Claims 6, 24, and 43 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Claim 15 has a drawing objection as stated above, and the examiner 
recommends changing the language of claim 15 to be analogous to the limitations of 
claim 6 in order to put the claim in condition for allowance; and upon correction of the 
drawing objection, claim 15 would be objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA RYCKMAN whose telephone number is 
(571 )272-9969. The examiner can normally be reached on Monday thru Friday 7:30- 
4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 )-272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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